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Mr. Bruce Rohde, CEO, President
ConAgra Corporation
1 ConAgra Drive
omah~ Nebraska 68102-5005

Dear Mr. Rohde:

An inspection of your medicated feed mill, located at ConAgra Frozen Foods Feed Mill, 220
McDonald Rot@ Many, Louisiana 71449, conducted by a Food and Drug Administration
investigator, on January 6-8, 12, 1998, found significant deviations from Current Good
Manufacturing Practice (CGMP) regulations for Medicated Feeds (Title, Code ofti

.
~, Part 225). Such deviations cause medicated f- being manufactured at this
facility to be adulterated within the meaning of Section 501(a)(2)@) of the Federal F@ Drug,
and Cosmetic Act (the Act).

Our investigation found failure to validate the automated f~ mill batch control mixing system;
ftilure to flush or otherwise clean mixing equipment, following the batch production of Category
II medicated f- immediately prior to the production of ilinishing f-; ftilure to have written
manufacturing instructions for the specified formula of each Category II medicated f~
including mixing steps and mixing times; ftilure to document batch production records have
been reviewed by a responsible individual; ftilure to indicate a lot or control number, date of
manufacture or other suitable identification on the distribution records for Category II medicated
feeds; failure to document visual examination of incoming shipments of Category II drugs for
damage; and ftilure to follow the drug receiving procedure, the maikated fd distribution
procedure and the flushing procedure.

The above is not intended to be an all-inclusive list of CGMP violations. ASa manufiwturer of
medicated and non-medicated fd, you are responsible for assuring that your overall operation
and the products you manufacture and distribute are in compliance with the law.

You should take prompt action to correct these CGMP violations, and you should establish
procedures whereby such violations do not recur. Failure to promptly co-t these CGMP
violations may result in regulatory andor administrative sanctions. These sanctions include, but
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are not limited to, seizure andor injumtiom This kztcr constitutes official notice of CGMP
violations as required under Section512 (m)(4)(13)@i]of the Federal Food Drug and Cosmetic
Act. Based on the result of the January W lZ 1998 inspection the methods used h or the
f~ilities and controls used for, the -- F=@% ~ P=tig of m~cat~ f- we
inadequate to assure and presewc * tity, _ quality, and purity of the new animal
drugs therein. This letter notifies yoa of our U and provides you an opportunity to correct
the above deficiencies.

Until the CGMP violations have bee= cmected d the corrections verified by FDA the Center
for Veterinary Medicine will not appmvc mdicatd &xi applications for your fiicility.

You should noti~ this office in writing tithin thirty (30) working days of the receipt of this
Ietter, of the steps you have taken to bring your h into compliance with the law. Your
response should include an expkmatiun of each step being taken to comect the CGMP violations
and prevent their recurrence. If mmedve ibon carmot be completed within thirty (30) working
&ys, state the reason for the delay and the date by which the corrections will be completed.
Include copies of any available d~ ~g that corrections have been made.

Your response should be di.re@d to GK@Q W. White, Compliance Officer, U.S. Food and
Drug Administration 4298 Elysian Fields Awnce New Orl- Lou.isian& 70122-3896.

vJam~ E. Garnet
District Director
New OrIeans District

Enclosure: FDA-483

/tjt

cc: Mr. J. Thomas Culot@ GmcmI _
Com@ra Frozen Foods Feed Mill
Hwy 1 Bypass south

P.O. Box 1008
Natchitoches, Louisiana 71458-1(XB


